








dissolution information including only one dissolution condition was found incomplete to the Agency.
Additional dissolution studies were requested.

This amendment included two bioequivalence studies and some dissolution data. A pilot bioequivalence
study (24 subjects) and a pivotal bioequivalence study (160 subjects) compared the 160 mg tablet with the
200 mg capsule under fasting conditions. In both studies the 160 mg tablet met the requirement for
demonstrating bioequivalence to the 200 mg capsule with respect to AUCO-oo, but the CmaxJrQmJh~
tablet was hiaher than that from the c;:m<::1 III" The.:>nicc,," ,ti"n results usina DaddlA <::nAArl nf .L.

RECOMMENDATION:

The Office of Clinical Pharmacology and Biopharmaceutics/Oivision of Pharmaceutical Evaluation 2
(OCPB/OPE-2) has reviewed NOA 21-203 submitted on 05-03-01 and finds it acceptable provided that the
OSI audit results are appropriate. In addition, the following dissolution method and specification is
recommended. This recommendation and the labeling comments (p. 10) should be sent to the sponsor as
appropriate.

0.05 M Sodium Oodecyl Sulfate
1000 mL

Appraratus
Agitation
Medium
Volume of Medium
Assay

Tolerance
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BACKGROUND:

Fenofibrate is a lipid-regulating agent indicated as adjunctive therapy to diet for the treatment of adult
patients with primary hypercholesterolemia. mixed dyslipidemia and Types IV and V hypertriglyceridemia.

The activity of fenofibric acid, the active metabolite of fenofibrate, appears to be due to activation of
peroxisome proliferator activated receptor a (PPARa). Through this mechanism, fenofibric acid increases
lipolysis and elimination of triglyceride-rich particles from plasma. Activation of PPARa also induces an
increase in the synthesis of HOL-cholesterol.
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